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DETAILED ACTION 
Status of Claims 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
10/03/2008 has been entered. 

2. Applicants' response, filed 10/03/2008, to the Office Action mailed 7/03/2008 is 
acknowledged. 

3. The Declaration under 37 CFR 1 .132 filed 10/03/2008 is acknowledged and has 
been reviewed. 

4. Claims 1-10, 13 and 14 are pending. 

5. Claims 1-5, 7, 13, and 14 are presently under consideration. 

6. Applicants' arguments and Declaration have been fully considered but are moot 
in view of the new ground(s) of rejection. The following rejections are either reiterated 
or newly applied. They constitute the complete set presently being applied to the 
instant application. 

Claim Rejections - 35 USC §112 

7. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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8. Claims 1-5, 7, 13, and 14 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

9. Claim 1 recites the limitation "at least one positive charge equivalent of a metal 
ion is counterbalance by a hydroxyl ion" (emphasis added). There is insufficient 
antecedent basis for this limitation in the claim. It is not clear if "a metal ion" is referring 
to the metal of the metal salt of a pyridine-2-ylmethylsulphinyl-1 H-benzimidazole or to 
another metal ion. 

10. Claims 3 and 4 recite "Me is a pharmacologically acceptable two-valued metal 
ion" (see line 6 of each claim). It is unclear what a "two-valued" metal ion is. 

11. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

12. Claims 1-5, 7, 13, and 14 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claims contain subject 
matter which was not described in the Specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventors, at the time the application 
was filed, had possession of the claimed invention. This is a New Matter rejection. 

1 3. Instant Claim 1 recites "A pharmacologically compatible metal salt of a pyridin-2- 
ylmethylsulphinyl-1 H-benzimidazole with H + /K + - ATPase-inhibitory activity, in which at 
least one positive charge equivalent of a metal ion is counterbalanced by a hydroxyl ion, 
or a hydrate thereof." The application as originally filed does not disclose a metal ion 
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not associated with a pyridin-2-ylmethylsulphinyl-1H-benzinnidazole, as the presently 
amended Claim 1 does. This is a broadening of the metal embodiments over what was 
originally filed. 

Claim Rejections - 35 USC § 102 

14. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

1 5. Claims 1 , 2 and 7 are rejected under 35 U.S.C. 1 02(b) as being anticipated by 
Cui et al. (Chinese Patent Publication No. 1367172, including English translation). 

Cui et al. teach a process of making magnesium salts of substituted pyridine-2- 
ylmethylsulfinyl-1H-benzimidazole derivatives, including pantoprazole, and that the 
derivatives can be used as proton pump inhibitors. See last line on page 3 and 2 nd 
paragraph on page 4 of the translation. Cui et al. teach the preparation of these 
compounds involves dissolving the substituted pyridine-2-ylmethylsulfinyl-1H- 
benzimidazole compound in alkaline aqueous solution adjusted to pH 9-13, followed by 
the drop-wise addition of a water-soluble magnesium salt solution (e.g., MgC^ or 
Mg(N0 3 )2) and the precipitate collected. The figure on page 6 of the English translation 
of the Cui et al. reference is provided below: 
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When NaOH is added to the reaction mixture (prior to the addition of MgC^), a 
pharmacologically compatible metal (sodium) salt of omeprazole (or another substituted 
pyridine-2-ylmethylsulfinyl-1H-benzimidazole derivative, such as pantoprazole) is 
formed. Simultaneous to the formation of the sodium omeprazole salt, sodium not 
associated with omeprazole is counterbalanced by a hydroxyl ion (meeting the 
requirements of instant Claim 1 ). 

During a drop-wise addition of MgCb, a magnesium salt of omeprazole is formed. 
Sodium ions associated with hydroxyl ions still present in the reaction mixture continues 
to satisfy the requirement of instant Claim 1 of "a metal" counterbalanced by a hydroxyl 
ion. 

Claim Rejections - 35 USC § 103 

16. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 
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17. Claims 1, 2, 7, 13, and 14 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Cui et al., as applied above, in view of Kohl (U.S. Patent No. 
6,410,569 B1). 

The teachings of Cui et al. have been presented supra. 

Cui et al. do not teach perse a composition comprising an auxiliary agent. 

Kohl teaches a pharmaceutical composition comprising pantoprazole magnesium 
dihydrate and an auxiliary, and its use in a method of treating amenable disorders of the 
stomach or intestine. See column 4, claims 1 , 2, and 8. Kohl teaches the increased 
stability of the magnesium salts of pantoprazole. See column 1 , last paragraph. 
Indeed, Kohl presents evidence of the stability of the magnesium pantoprazole salt that 
is comparable to that presented in the instant Specification. See Kohl reference, 
column 3, 1 st paragraph, and instant Specification, page 5, lines 14-18. 

One of ordinary skill in the art at the time of the invention would have known that 
proton pump inhibitors were useful for the treatment of disorders of the gastrointestinal 
system, as taught by both Cui et al. and Kohl, and that effective compounds must be 
formulated with pharmaceutical^ acceptable auxiliary agents (e.g. carriers, diluents, 
disintigrants, etc.). The artisan would have found it obvious to combine the teachings of 
the two references cited above, motivated by the need to make pharmaceutical 
compositions of pantoprazole, having greater stability, for use in treating gastrointestinal 
disorders. 

A reference is good not only for what it teaches by direct anticipation but also for 
what one of ordinary skill in the art might reasonably infer from the teachings. (In re 
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OpprechtW USPQ 2d 1235, 1236 (Fed Cir. 1989); In re Bode 193 USPQ 12 (CCPA) 
1 976). In light of the forgoing discussion, the Examiner concludes that the subject 
matter defined by the instant claims would have been obvious within the meaning of 35 
USC 1 03(a). From the teachings of the references, it is apparent that one of ordinary 
skill in the art would have had a reasonable expectation of success in producing the 
claimed invention. Therefore, the invention as a whole is prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Conclusion 

18. Claims 1-5, 7, 13, and 14 are rejected. 

1 9. No claims are allowed. 

20. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to GREGG POLANSKY whose telephone number is 
(571 )272-9070. The examiner can normally be reached on Mon-Thur 9:30 A.M. - 7:00 
P.M. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on (571) 272-0718. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Gregg Polansky/ 
Examiner, Art Unit 161 1 

/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



